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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
01/03/2008 has been entered. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4,6-8,11,15,17-18,20-21,23-25,28 and 32 are rejected under 35 
U.S.C. 102(b) as being anticipated by Lee (WO 01/21229 A1). 

Lee teaches an antimicrobial and anti-inflammatory endovascular stent 
containing a coating comprised of biodegradable polymers including poly(3- 
hydroxybutyrate-3-hydroxyvalerate) (3-PHB-Co-3-PHV), polycaprolactone (PCL), 
polyorthoesters, polyglycolic acids, poly lactic acids and blends and combinations 
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thereof. See abstract, pag 6 lin 24-29, pag 7 lin 26-31 and claims. Regarding applicant's 
limitation for the glass transition temperature for first polymer, as disclosed within 
applicants own specification the Tg of pure PCL is -62°C, thus since Lee teaches the 
use of PCL the claim limitation is considered met. Furthermore the Tg of a polymer is 
just a measurable property of that polymer, since the polymers of Lee are the same as 
applicants claimed first polymer and polymer additive the limitation is inherently met, 
because it is inherent that the same compound will have the same properties. 
Regarding applicant's limitation that the polymeric additive has a degree of 
crystallization greater than that of the first polymer, once again since the first polymers 
and polymeric additives are the same it is inherent that the properties of those polymers 
including the degree of crystallization will be the same for the same compound or 
polymer. Also since the process of making the coating for a stent and the polymers are 
being used for the same intended purpose, the degree of crystallization will inherently 
be the same. Applicants have not set forth in their claims or within the specification how 
and why their claimed polymers would have a degree of crystallization different than 
those same polymers known in the art or that are commercially available. The burden is 
shifted to applicants to show how the degree of crystallization and Tg for their claimed 
polymers and polymeric additives are different than those polymers taught by Lee. 

Claims 1-3,6-8,11-18,20,23-25,28-32 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Hossainy et al. (EP 0 970,711 A2, cited previously). 

Hossainy teaches a process for providing coated stents, the stent coating can be 
comprised of a PCL and PGA blend. See abstract, [0022], [0025], [0029]-[0031]. The 
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coating could be a top coating applied to delay the release of a pharmaceutical agent or 
the coating can be used as a matrix for the delivery of a pharmaceutically active 
material. Regarding the limitations on the degree of crystallization and the Tg of the first 
polymer and polymeric additive, the remarks above regarding Lee are incorporated 
herein, that is since the polymers of Hossainy are the same as applicants claims the 
examiner assumes the properties of those polymers will inherently be the same. The 
burden is shifted to applicants to show that the polymers of Hossainy would not have 
the same claimed properties of applicant's polymers. Regarding claims 12-14 and 29-31 
Hossainy teaches that PCL and glycolide could be used in a blend of from about 35:65 
to 90:10, within applicants claimed mass ratio. 

Claims 1-3,6-8,11,15,17-18,20,23-25,28 and 32 are rejected under 35 
U.S.C. 102(e) as being anticipated by DeSimone et al. (US 2004/0181271 A1, cited 
previously). 

DeSimone teaches an intraluminal prosthesis (including stents) comprised of an 
erodible polymeric material and a coating which can be comprised of PCL, PGA, PLA 
and the like and blends thereof. See [0028], [0035] -[0037], [0043] and claims 1,36,38 and 
39. Pharmacological agents could be incorporated within the stent or within the coating, 
since the coating can cover a stent containing the active this would meet the limitation in 
claim 16 in which a topcoat layer is disposed over a drug reservoir layer. Regarding the 
limitations on the degree of crystallization and the Tg of the first polymer and polymeric 
additive, the remarks above regarding Lee are incorporated herein, that is since the 
polymers of DeSimone are the same as applicants claims the examiner assumes the 
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properties of those polymers will inherently be the same. The burden is shifted to 
applicants to show that the polymers of DeSimone would not have the same claimed 
properties of applicant's polymers. 

Claims 1-3,6-8,11,15,17-18,20,23-25,28 and 32 are rejected under 35 
U.S.C. 102(b) as being anticipated by Hossainy et al. (US 2001/0014717 A1 , '717 from 
hereon, cited previously). 

'717 teaches a coating for implantable devices (including stents), the coating can 
be comprised of PCL, PGA, PLA and the like, the T g of PCL was -60°C. See abstract, 
[0014], [0034], [0041], [0050]-[0051] and table 3. The polymeric materials were described 
as being capable of containing an active agent. Regarding the limitations on the degree 
of crystallization and the Tg of the first polymer and polymeric additive, the remarks 
above regarding Lee are incorporated herein, that is since the polymers of '717 are the 
same as applicants claims the examiner assumes the properties of those polymers will 
inherently be the same. The burden is shifted to applicants to show that the polymers of 
'71 7 would not have the same claimed properties of applicant's polymers. 

Response to Arguments 

Applicant's arguments filed 09/27/2007 have been fully considered but they are 
not persuasive. Applicants assert that DiSimone, Hossainy and, '717 cannot anticipate 
their claims because none of the references recite every feature of their claimed 
invention. Applicants assert that none of the references describe the polymers as 
having the same Tg or degree of crystallization presently claimed for the first polymer 
and polymeric additive. 
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The relevance of these assertions is unclear. As detailed above it is the position 
of the examiner that since the polymers taught in the references above are the same as 
applicants claimed polymers (PCL.PLA and PGA) they will inherently have the same 
properties including Tg and degree of crystallization. Also since the process of making 
the coating for a stent and the polymers are being used for the same intended purpose, 
the degree of crystallization will inherently be the same. Applicants have not set forth in 
their claims or within the specification how their polymers would have a different degree 
of crystallization and Tg than those same polymers known in the art or that are 
commercially available. The burden is shifted to applicants to show that the polymers of 
the references above would not have the same claimed properties of applicant's 
polymers. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571 ) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



